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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Invention I, claims 1-7 and 11-15 in the reply 
filed on January 26, 2007 is acknowledged. The traversal is on the ground(s) that there 
would not be a significant burden on the examiner. This is not found persuasive 
because, "a serious burden on the examiner may be prima facie shown if the examiner 
shows by appropriate explanation of separate classification" (see M.P.E.P. § 808.02). In 
the instant case, as stated in the election/restriction, inventions I and II are unrelated. 
Invention I is drawn to a minimally invasive method of augmenting or replacing the 
nucleus pulposus of a spinal disc, whereas invention II is drawn to a method of 
preparing a small intestine submucosa implant. These two distinct methods require 
different steps and have different applications and results. Therefore, a divergent search 
would be required for each method. The requirement is still deemed proper and is 
therefore made FINAL. 

Claims 8-10 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on January 26, 2007. 

Claim Objections 

Claims 12-15 are objected to under 37 CFR 1.75(c) as being in improper form 
because a multiple dependent claim should refer to other claims in the alternative only--, 
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and/or, - cannot depend from any other multiple dependent claim. See MPEP 
§ 608.01 (n). Accordingly, claims 12-15 have not been further treated on the merits. 

Claim Rejections - 35 USC §112 

Claims 6 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 6, line 1, "the form of elongated material" lacks proper antecedent basis. 

In claim 7, "the elongated form" lacks proper antecedent basis. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 5-7 and 11 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Ferree(U.S. Patent Publication Number 2003/0195630). 

Ferree discloses a minimally invasive method of augmenting or replacing the 
nucleus pulposus of a spinal disc comprising the steps of preparing a disc treatment 
site, piercing and inserting into and through the sidewall of the disc's annular ring a 
cannulated insertion tool and inserting an elongated nucleus pulposus augmentation or 
replacement material through the cannulated insertion tool and into the nucleus 
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pulposus, wherein the elongated nucleus pulposus augmentation or replacement 
material is selected from strips, cords, braids, tubes, rolls and pellets, and further 
comprising the presence of a bioactive factor in the elongated nucleus pulposus 
augmentation or replacement material (see figures 1-7C and paragraphs 0006, 0019 
and.0021). 

Claim Rejections -35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ferree (U.S. Patent Publication Number 2003/0195630) in view of Kennedy, II et 
al. (U.S. Patent Publication Number 2005/01 1 3855). 

As stated above, Ferree discloses a minimally invasive method of augmenting or 
replacing the nucleus pulposus of a spinal disc comprising the steps of preparing a disc 
treatment site, piercing and inserting into and through the sidewall of the disc's annular 
ring a cannulated insertion tool and inserting an elongated nucleus pulposus 
augmentation or replacement material through the cannulated insertion tool and into the 
nucleus pulposus, wherein the elongated nucleus pulposus augmentation or 
replacement material is selected from strips, cords, braids, tubes, rolls and pellets, and 
further comprising the presence of a bioactive factor in the elongated nucleus pulposus 
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augmentation or replacement material (see figures 1-7C and paragraphs 0006, 0019 
and 0021). 

Ferree discloses the claimed method except for inserting small intestine 
submucosa (SIS) through the cannulated insertion tool and into the nucleus pulposus. 
Kennedy, II et al. disclose the use of SIS as an implant and teach the use of SIS due to 
its special bio-remodeling characteristics, which make SIS a preferred and successful 
implant material. It would have been obvious to one skilled in the art at the time the 
invention was made to include the use of SIS in the method disclosed by Ferree, in view 
of Kennedy II, et al. due to SIS's special bio-remodeling characteristics, which make it a 
preferred and successful implant material. 

Response to Arguments 

Applicant's arguments with respect to claims 1-7 and 11 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

* 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO 892 for art cited of interest. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette R. Reimers whose telephone number is (571) 
272-7135. The examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




